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FOI Summary i ,“I 
ANADA 200-265 

FREEDOM OF INFORMATION SUMTMARY 

1. GENERAL INFORMATION: 

a. File Num ber: ANADA 200-265 

b. Sponsor: Phoenix Scientific, Inc. 
3915 S . 4gth S treet Terrace 
S t. Joseph, M O  64503 

Drug Labeler Code: 059 130 

c. Established Nam e: P raziquantel 

d. P roprietary Nam e: P raziquantel Tablets 

e. Dosage Form : Tablets 

f. How Supplied: 50, 150, or 500 tablets in HDPE bottles 

g. How Dispensed: Rx 

h. A m ount of Active Ingredients: 34 m g of praziquantel per tablet 

i, Route of Administration: Ora1 1”. .,/^ _,,. II,I ._l, _ j ,._ ., ,_ . . ._, ( __ i 

j. Species/Class: Dogs and puppies .“, \, ., ) 

k. Recom m ended Dosage: Tablets m ay be adm inistered directly per OS or 
’ crum bled and m ixed with feed: 

1. Pharm acological Category: 

_---_-----_-_---_--____________________ 

5 lbs. &  under 0.5 tablet 
6-10 lbs. 1 tablet 
11-15 lbs. 1.5 tablets 1 
16-30 lbs. 2 tablets 
31-45 lbs. 3 tablets i 
46-60 lbs. 4 ‘tablets 
Over 60 lbs. 5 ‘tablets m ax ] 
----------------_---------------------- 
Not intended for use in puppies less than 4 weeks of 
age. FASTING @ ‘NEITHER NECESSARY NOR 
RECOMMENDED. ” *’ . ‘_ 

Anthelm intic (cestocide) 
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F O I S u m m a r y  
A N A D A  2 0 0 - 2 6 5  

m . Ind ica tions : For  th e  remova l  o fQ ipy l id& can i@ m , Taen ia  
pisi form is, E ch inococcus  g ranu los tis a n d  fo r  th e  
remova l  a n d  con trdr o f Ebh inococcz&  
m u lt i locularis. 

n . P ioneer  P roduc t: D R O N C IT Can ine -Ces toc ide  Tab le ts (p raz iquan tel); 
N A D A  1 1  l -798 ; B a y e r  Hea l th C a r e  L L C , A n ima l  
Hea l th  Div is ion 

2 . T A R G E T A N lJW A L  S A F E T Y A N D  D R U G  E F F E C T IV E N E S S : _ . i 
U n d e r  th e  prov is ions o f th e  Federa l  F o o d , D rug , a n d  C o s m e tic A & ,, as  a m e n d e d  by  th e  Gene r i c  
A n ima l  D rug  a n d  P a te n t T e r m  ‘Res to ra tio n  A ct ( G A D P T R A )  a n  Abb rev ia te d  N e w  A n ima l  D rug  
App l i ca tio n  ( A N A D A )  m a y  b e  submi tte d  fo r  a  gener ic  vers ion  o f a n  app roved  n e w  an ima l  d rug  
(p ioneer  p roduc t). N e w  ta rge t an ima l  sa fe ty a n d  e ffec t iveness d a ta  a n d  h u m a n - fo o d  sa fe ty d a ta  
(o the r  th a n  t issue res idue  d a ta )  a re  n o t requ i red  fo r  approva l  o f a n ‘A N A D A . 

To  show  th a t th is  gener ic  p roduc t is sa fe  a n d  e ffec tive fo r  its in tended  use  a n  in  vi’vo  
b ioequ iva lence  study was  conduc te d . A  s u m m a r y  o f th is  s tudy fo l lows:  ’ / 
Title: S e r u m  B ioequ iva lence  o f Gene r i c  a n d  P ioneer  P raz iquan te l  O ral  Tab le ts 

in  th e  D o g . 

S tudy  Loca tio n : C A V L , Inc . 
9 6 0 2  S . W a s h i n g to n  S treet 
R R  7 , B o x  5 9 4  
Amar i l lo ,  T X  7 9 1 1 8  

Tr ia l  Des ign : T w o  Pe r i od  Crossover  

Th is  study used  twenty-four,  1 2  m a le a n d  1 2  fe m a l e , hea l thy  m ixed b r e e d  dogs , b e tween  1  a n d  3  
years  o f a g e  a t th e  tim e  o f se lect ion fo r  th e  study a n d  we igh ing  from  3  1  to  4 5  lb. “Dogs  we re  
seg rega te d  by  sex  a n d  ranked  by  init ial body  we igh t (h i -ghest  to  lowes t) wi th in eabhsex . Th ree  
b locks we re  cons tructed a r o u n d  th e  ranked  o rde r  o f an ima ls . Q & b lock @ n ta ined I4  m ”ales  a n d  ,- ‘.. 
4  fema les . 

T rea tm e n t consis ted o f a  s ing le  admin is trat ion o f th ree  (3)  3 4  m g  tab le ts ( 102  m g )  o f gener ic  a n d  
p ionee r  p raz iquan te l  pe r  O S . Us ing  a  two pe r iod  c rossover  expe r imen ta l  des ign , each  g r o u p  o f 1 2  
dogs  fo r  pe r iod  1  rece ived  e i ther  th e  sponsor’s tes t ~ o fo rmu la tiol;r”~ ~ ~ ~ ‘r~ ~ ~ ~ ~ ~ ~ e  fo rmu la tio n  
p roduc t. The re  was  a  4 8  hou r  w a s h o u t interval  b e tween  th e  two per iods  o f th e  c rossover  des ign . 
A fte r  th e  w a s h o u t interval  (pe r iod  2 )  th e  g roups  swi tched’p r o d u & : 

B lood  samp les  fo r  each  an ima l , fo r  each  pe r iod  o f th e  study we re  taken  a t th e  fo l low ing  tim e s , 0  
hou r  a n d  (hours  a fte r  d rug  admin is trat ion); 0 .2 5 , 0 .5 , 0 .7 5 , 1 , 1 :2 5 , 1 .5 , 1 .7 5 ,2 ,2 :5 , 3 ,4 ,5 , 6 , 8 , 
1 2 , a n d  2 4  hou rs  (17  s a m p fes /an ima l /tre a tm e n t per iod ) . A p p r o x i m a te ly  4 8  h o t& a fte r  th e  first 
t reatment,  an ima ls  we re  d o s e d  with th e  a l ternate p roduc t a n d  th e  b lood  col lect ions r e p e a te d  

3  



FOI Summary 
ANADA 200-265 

during the second treatment period. Serum samples were submitted’ to the designated laboratory 
for praziquantel analysis-at the completion of the study. Each saniple was analyzed on &n HPLC 
system equipped with an ultraviolet detector. The results ‘tiere’cslculated usGiga“line&- - ‘- 
regression analysis. 

The following table reflect the data of the assayed praziquantel~serum levels inthe blood of the 
test animals from the 0 hour sample through the 24 hour sample as statistically analyzed with -an 
analysis of variance procedure following the 1496~Bioequii;alence Guidehne. ‘: ,I . 

Variable I 
Log, (Area under 
Curve) 
Log, (Maximum 
Concentration) 

Phoenix mean Bayer Mean Lower Upper 
7.452 7.449 -7.5% 8.76% 

6.33 6.22 -0.09% 25.42%. 

Both variables, the logarithmic area under the curve and logarithmic maximum concentration, 
satisfied the bioequivalence criteria. Therefore, the study objective to determine the 
bioequivalence of generic and pioneer praziquantel tablets by serum bioequivalence was 
achieved. 

3. HUMANS/fFETY: 

This drug is indicated for use only in dogs and puppies, which are non-food animals. Since this 
generic animal drug is not intended for food-producing animals, data on human safety pertaining 
to drug residues in food were not required for approval of this ANADA. i. 

/ 
Human warning statements are provided on the product labeling as follows: “Ktitip out of the ,- 
reach of children. Npt for humin use.” 

1 ‘~ -, -I_ ,I, . .! . j 
_./“,. ̂  / 

4. AGENCY CONCLUSIO& 

This ANADA filed under section 512(b) of the Federal Food, Drug, and Cosmetic ,A@ satisfies 
the requirements of section 5 12(n) of the Act and demonstrates that Prasr;iquantel Tablets, when 
used under its proposed conditions of use, is safe and effective for “its’ labeled indications. 

5. A TTACH&KENTS: ,. 

Facsimile generic labeling and currently approved pioneer labeling are attached as indicated 
below: 

_, “.‘_. _/ 
‘.a*_“/ . ,, , . _. ” . 1. I$ 1, i, se “/ _. j .~ 1 I 

Generic Labeling for ANADA 200-265: 
Praziquantel Tgblets (praiiquantel) “ 

: ! 

1 - 50 tablet contamer label; 1 - 150 tablet container label; 1 - 500 tablet contamer label I, 
1 - package insert 

/ :. 

4 
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Pioneer Labeling for NADA 1 I‘l-7%3: II ^- ’ 
DRONCIT Canine &&d&?f~bi& (pradq&mtel) 
1 - 50 tablet cqntainer label; 1 - l W tablet Gdier iabd ’ ‘- 
1 - package insert 

: 

“, __ . . )., 
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DQSAGE AMD AOMlNISTRATiON: 
Admhisleraallytodqs and puppies’ as fdlows: 
5 pwnds and under 

1% E% 

‘I F$taz 

- 1% tablets 
1MOOpounds - 2taMets 
31.45?pounds - 3 tabkts 

cGi%,: 
- 4tablets 
- 5 tablets max. 

‘Nat intended for use~in puppies less than 
4 weeks-of age. 
Tablets may be 
and offered WI 4 

iven directly or crumbled 
the feed. FASTlfUB IS 

NEfftlER NECESSARY NOR REC-. 

lllll~lll lllllllll~ 
59130 68420 9 

901004 ISS. 5.03 

NfJC 5913MB4-20 

Cestocide for Dogs and Puppies 

Far the rental of ClitMiikm caninum. 

NET CONTENTS: 150 c  
&%ii?ZilU-265, Approved by FOA 

Tablets 

Read psckage insert before using 
this drug. 
EACH TABLET CQNTAfMS: 34 mg 
pra7.iqlamtal* 
WARNING! Keep Out of Reach of 
ChIldran. Net for humsn use. 

store at controlled room 
tamperaure 20=25’C(88’-77.F) 

Lot No. 

Exp. Date 

,;. 
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D o S W G Z  ANtf  Aoam, f igATjbay,  ~ ~ @ “~ & & p & & & ~ ~ ~ m ~  h*r  -,z,-. “a+>,  

Admin is te r  ora l ly  to d o g s  a n d  
pupp ies *  as  fo l lows: 

5  p o u n d s  a n d  u n d e r  - _ a _  . & w p n u n a s  - 1  tab&t  
1 1 . 1 5 p o u n d s  - 1  ‘/z tablets 
1 6 3 D p a u n d s  - ?  tablets 

s I, s”+ : D  

‘- * R g &  p a c k a g e  insert  be fo re  us ing  
this d rug .  

E A C H  T A B L E T  C O N T A I N S :  “5 4  ‘kg  
p raz iquan ie l .  

W A R N I N G :  K e e p  Ou t  of  R& i i  of  
Ch i ld ren .  Not  for h u m a n  usi.  

*Not  in ten+c l  for use  p  
then4weekso fage .  

p u p p I &  I&. 

S to re  at  con t ro l led  room: temp.  
e ra tu re  - % 0 ’. 2 5 %  ( W W F )  

mspnu laud~ lu t i e  
“Jr3 ,.I.:....- --.. wzI- .L& Manufac tu r+ ,by  -. .-. 

Tab le ts  m a y  b e  g i ven  direct ly o r  1  

8 0 1 0 0 4  Iss. 5 - 0 3  

r t joenix  Scient i f ic,  Inc. 
St:  Joseph.  M O  6 4 5 0 5  
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ANADA 200-265, Approved by FDA 

Praziqtiantel Tablets 
. .“‘. ‘1 .a,. _ ;a. 1. ‘“~ 

Cestocide for OogS kid Pupptes 

CAUTION: Federal law restricts this drug to use by or on the order of a licensed 
veterinarian. 

Each tablet contains 34 mg praziquantel. 

DESCRIPTION: Pra&quantkl Tablets are sized for easy oral administration to either 
adult dogs or’puppies. The tablets may be crumbled and mixed with the feed. 
INDICATIONS: Praziquantel Tablets are indicated for the removal of the following 
canine cestodes: DipyHium caninu~,~faeiii8’~is;f~;~‘E~iinbc~cusgranulosus 
and for the removal and control of Echinocdccvsm 

ACTION: Praziquantel Tablets are absorbed, metabolized in the liver and excreted 
in the bile. U 

7. 
n entering the digestive tract from the bile, cestocidal acticii$ is 

exhibited.1 Fo lowmg exposure to praziquantel. the tapeworm loses its ability to 
resist digestion by the mammalian host. 
Because of this, whole iaceworms. inciudino‘the scolex, are verv rarelv oassed 
after administration of piaziquantel. In ma:y instances only d&integrated and 
oartialk diaested oieces of taoeworms wilt be seen in the stool. The maioritv of 
bpewodare digested and ana not found in the Feces. 

- _ 

USE DlREGTlONSz’Praiiuenti?l Table& may be ad&i&red directly & os’or 
crumbled and mixed with the fee&The recommended dosage of praziquantel 
varies according to body weight Smaller animalsi?&$ire a relatively target 
dosage because of their higher metabolic rate. The optimum dose for each 
individual animal will be achieved by utilizing the following dosage schedule: 
0~s and Puppies’ . j , _I. ., ., ,” 
5lbsandunder.. . . . . . . . . . “.. . .“. . . i-#. . . . . . .*. % tablet 
f+lOIbs.. . . . . . . . . . . . . . . . . s +. . . .‘. $l.. . :C ..“. :. ltablet 

:;:;; ;k 
. . . . . . . . . ..*.............*.dd... 1 % tablets 

. . . . . . . . . . . . . . . , . . . . . , . . , . . . ., I “8 ii”* . 2 tablets 
;;:g ;E .*......,,..,,,........*...,.i.,... 3 tablets 

. . . . . . . . . , . , . -. . . , .-. .‘i . s *. , . , .I,, ii. lltablets 
Over 6$llp. . . . . . . . , . . . . . , . . ._ . . . _. . .,_. . . . .-v . . 5 tablets max 
* Not intended for use in puppies less than 4 weeks of age. 
FASTING: The recommanded dosage of pr&iquantel is not affected by the 
presence or absence of food in ‘the gastrointestinal tract, therefore; FASTING IS 
NEilHER NECESSARY NOR REfXlMMENDED. 
AElRlEA7X9ENFz’ For those an&& l&g where reinfections are’ likely to occur, 
clients should be instructed in the steps to optimize prevention, otherwise, 
retreatment may be necessary. This is true in cases of Dipylridium caninumwhere 
reinfection”is almost certain to occur d fleas are not removed from the animal and 
its environment. hi add%%ii, f6r kontro1 of fbhk&ccus multilo&&, a prcgram ^ .I ̂  ,. . 
of regular treatment every 2’7 to 26 days may be mdtcated @c-E. mu/rifocu,laris 
section below). 
ECHINOCOCCUS MUL~LOCUtitt ld ~&&in&~ccu~ niu/t&5%ri& is’ i mpe&&i ’ 
species ordinarily consirjered‘to ba found in wifd canids;inclding foxes, coyotes 
and wolves. The parasite has also been~identif&d in”dbmes”6c dogs and cats and 
potentially is a serious public health concern by involvinghumans as accidental 
intermediate hosts. 
;;fx?lF cycle ofthe parasite is based on a predator-prey refationship,~as dopictob ~- 

The adult tapeworm is small (1-4 mm) and resides in the intestinal tract of the 
definitive host (wild or domestic camds). Eggs from the adult tapeworm are shed in 
the feces of the infected canid. Rodents such as mice and voles seweas the 
Intermediate hoit for E. ~u/&u/arfs Eggs iti$&d by id&s develop in the 
liver, lungs and other organs to form multllocular cysts. The life cycle is completed 
after a canid consumes arodent infected with cysts. After ingestmn of an infected 
rodent larvae contained within the cysi dovelop tnto adult tapeworms iii the 
intestinal tract of the canid. Eggs may begin to be passed in the feces of the camd 
approximately 28 days later. 
This parasite poses a serious public health problem because of thipossibiljtyfor 
human involvement in the life cycle. If eggs shed by an infected canid are 
accidentally ingested, a highly pathogenic condition (Alveofar Hydatid Disease) 
results from development of the cyst stage in humans. The original geographic 
distribution of E. ny/fi/ocu/ar?s was primarily confined to northern areas of North 
America. Current evidence indicates migration of the parasite well into the 
commental Umted States’?.1 
Domestic dogs living in E mu/ri/ocu/ar~s endemic areas that roam freely wiih’the 
opportunity to catch wild rodentssie-at risk for infection. Pet owners should be 

_ i, I.” 

,. .,” ,a> .,I _.\ ;r; tx,..a,,- ::i.. 

advised on how to minimize this risk. Proper restraint of roaming do 
encouraged, along with regular treatment with Prazi 

s should be 

established aforementioned dosing schedule and the 9 
uantel Tablets, ol~o~mg the P 
ollowing precautions. 

Additional information on the life cycle and ‘epidemiology of this parasite is 
available in veterinary parasitology texts.45 
DIAGNOSIS: Diagnosis of E mul~i/ocu/aris in canids is difficult. The adult 
tapewonm produces no clinical signs of infection. Tapeworm segments 
(proglottrds) are usually not observed in the feces. E multiowlariseggs. observed 
using mtcrosc 

.‘s common taemt 
ic fecal examination procedures. are similar in appearance to the 
species of canids such as Taenia p%Sannis. 

Assistance- in the diagnosis of E mu/b/o&a& may be available from a state 
veterinary diagnostic laboratory. Additional i^nf&nation re 
mu/ti/ocu/an~ IS suspected or has been confirmed may % 

arding areas where E. 
e obtained from area 

veterinary schools or the Centers for Disease Control in Atlanta, GA 

TREAlMENTz Dogs infected with E. mukbx&s should he treated to prevent 
exposure of humans to infective eggs and to reduce perpetuation of the parasite’s 
life cycle. 
The dosage of Praiiquantel Tablets for removal of f. mu&&&f~ is the same as 
that indicated fpr the removal of the other tapawonn species listed dn the label. 
Laboratory efficacy studies have demonstrated the recommended dosage is 100% 
efficacious for removal of this tapeworm. 
Under condition of.continual exposure to wild rodents. retreatment of the dog at 
21-26 day intervals IS recommended to prevent the shedding of infectious eggs. . . >.* s 
PRECAUTIONS: Suic?fh~ && precautions sho&‘be’$ken when handling dogs 
or fec& suspected of har%o rmg .E. mu/r&c&irfs.~lnfected dogs treated for the first 
time with Praziquantel Tablets and dogs treated at intervals 
may shed eggs m the feces after treatment The animal shoul 2 

reater than 28 days 
be held in the clinic 

during this mtenml and all feces should be incinerated or autcclaved. If these 
procedures are nofpossible. the eggs can be destroyed by s&kig’the feces in a 
sodium hypochlorite (bleach) solution of 3.75% or greater.4 All areas where the 
animal was main~min.ed or” in contact with should be thoroughly cleaned with 
sodium hypochlortte and allowed to dry completely before reuse, 
OVERDOSAGE: The -safety index has. been derived from controlled safety 
evaluatjons. clinica! t@s.and prior approved use in foreign countries. Dosages of 
5 times the labeled rate at 14 day intervals to d 

9, 
’ s as young as’4 weeks did not 

produce clinical signs of toxicity. No significant c meal chemistry, hematological. 
cholinesterase,“‘or histopathological changes ‘occurred. Symptoms of gross 
overdosage include vomitron, salivation, diarrhea and depression. 
CONTRAINDICATIONS There are no known contraindications to the use of 
praziquantet in dogs. 

,-. i ., _ ,I 1, “. 
PREGNANCY: Prazrquantel has been t&d in bre&iig’a&l pregnant dogs. No 
adverse effects were noted. 
ADVERSE REACTlONS:‘“Skven instances (3.2%) of either vomitin 
lethargy or diarrhea were reported dunng the F&d trials in which 21 
admimstered praziquantel tablets. The investigators rated these as non- 
significant. 
WARNING: Keep out of the reach ofchildren. Not f$ human use.~ “. ’ 
HOW s”ppL*ED: Bottli o~~;i~~~d.r;atf~,;~~~~~~~~~~~~~~i~~~~ 

34 mg praziquantel. 
REFERENCES: 
1 Andrews, P., Pharmacokinetic Studies with’DmncK@ in Animals Using a 

Biological Assay, Vererinary Medical Review 2/X?. $6 X4-165. 
2 

i ,_ ., , /. ./ .J, ., 
Hildreth, MG.. Jdhnson,M.D. and Kozacos K.R, 1997. A’Zoonosis of lncre&ing 
Concern in the Umied States. Compendium for Cant Ed, 13(~72?~740. 

3 Lieby. P.D.. Came? ., WP and Woods,’ C?, 1970. Studiks’on Sylvattc 
Echmococcosa. I!. Host _ Occurrence and, Geogra hit Distribuoon of 
f$po$o&ps mu&ocu/ans m the North Central Umted 9 tates. J Parasit 56 (6) 

I .  . ~ - - .  

i Georgi.‘ J”.R. ana %eor$’ ME.. ‘1996. Parasf&og~ rbr ~eter&ians. W.B. 
Saunders Co. 118-138. 

5 Soulsb , E.J.L.. 19B2. Helmitjthk Arrhrop&is bd Proiozoa of Domesticated 
Anima s. 7th Edition. Lea & Febigir. 118-138. / 

4 Craig, P.S. and McPharson, C.N.LT. lLf9s‘Sodium~H pochlorke as an Ovickie for 
Echinococcus. An5 Trap Medand ParasitS2 (2) 21 -213. Y 

Store at controlladioom temperature 29*-26X (W-TTY). 
801004 155. 5-03 

Manufactured by 
Phoenix Scientific, Inc. 
St. Joseph: MO 64503 
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DroncW ,_ 
(praziquantel) I 

Canine Cestwide Tablets 
&h &J&TJ~ contains”34 ff~s pi&iiiUdilt&~~ -* ‘~ 

__ 
DESCRIPTION: Droncit@ (praziquaniel) &nttie Cestocide 
Tablets are sized fqc&sy oral administratiqn tqeither tdult 
dogs or puppies. Thi tablets may be crumbled and mlxed 
with the feed. 
INDICATIONS: Droncit@ (prazlquantel) Canine Cestocide 

: Tablets are indicated foithe retirival of the follow- 
ing canine Cesfoaes~Di~y~~i~~~~~i~~~~ &%a 

;pisiformis, Echihococcus grattulosus and for the . 
removal and control of Echinococcus muMow 
lark. 
ACTION: Droncite (pr&quan<ei) is absorbed, 
metabolizad in 0% liver and excreted in the I+!:-,~~ Upon en,ering t-f& ~iF~~~~$~~$~f:j.~~ gybTe, 
cestocidat activity is exhibited! Following expo- 
sure to praziquantel, the tapeworm loses its ability 
to resist digestion by the mammalian h&t. e_ --) 

Because of this, whole tapeworms, including the scolex, 
are very rarely passed after administration of praziquan- 
tel. ln many instances qnly disintegrated and partially 
digested pieces of tapeworms will be seen in the stool. 
The majority of tapeworms are digested and are not found 
in the feces. 
USE DIRECTION% Drtiticit$ (pr&i&aniel) Canine des: 
to&e Tablets may be administered djrectly per OS or 
crumbled and mixed with the feed.The recomm*ended 
dosage of praziquantel varie&.according to body weight. 
Smaller animak require a relatively larger dosage .- --- - 

.  - __w*,__ 

because of their higher metabolic rate. The o$mirn d&e 
for each individual animal vi;i:il’l$ achietied by utilizing the 
following dosage schedule: 

_“/ 

Dogs and Puppies* 
’ ; lt,“i;;d under 

, ..; i. ““‘“_1 .,+‘.l&&“,,r*~~ Ic~~~k,~*‘~‘,lc”,!.I 
. . . . . . . * . . . . . . . . . . . . . */ . . ..I \:.;;..i...*&. 

11-15 Ibs 

‘(2 kd& 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 
. . . . . ..r...r...r........i..i.................~........ 

16-30 Ibs 
1 ‘h tablets’ 

31-45 lbs 
..,............................ . . . . . . . . . . . . . . . . . . . . .,,.... 2 tablets 

46-60 Ibs 
. . . . . . . . . . . . . . . . . . . . . . . . , . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 3 tablets 
. . . . . . . . . f . . . . . . . . . . . . . . . . . . . . . . . ..,. i . . . . . . . . . . . . . . . . . . . . 4 

Over 6Olbs 
tablets 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ,...... 5tabletsmax 
----. __ 

* Not intended for use in puppies less than 4 weeks of 
age. . . 

FASTING: Theiecommentied dosage of praziquantel is 
not affected by the presencebQbsence of food in the 
gastroint+in~lJr~$, therefor&‘FASTING fS’tif$HER 
NECESSAf8 NOR REt%tiIi&NDE‘D:’ ’ ^ “-; x “-i i,i. I.. ,, ’ .‘ ~” 
RETRW\tM.gm ~oithdb‘~ animals living where reinfec- 
tions are likely to occur, clients should be instructed in the 
steps to optimize prevention, otherwise, retreatment may 
be necessary. This is frue in cases of Dipy~idibiirjn caninum 
where reinfection is almost certain to occur if fleasare not 
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removed from the animal and its environment.Jn addition, 
for control of Echinocos@ mull&@aris, a program of 
regular tr~titiniti%%y 21 to 26 days may be indicated 

“‘(see E. niuffilocuiaris section below). 
ECHINOCOCCUS MULTILOCULARIS: &iijcoccus 
multilocularis 1s a tapeworm species oiq?arily ‘corisidertid 
to be found in wild canids, includjng foxes, cayotes and 
wolves. The parasite has also been identified ip domes- 
tic dogs and cats and potentially is a serious public health 
concern by involving humans as ?$cjenJ,a! jritermediate 
hosts. 

,_ . i. 

The life cycle of the para+? is. based on a predator-prey 
relationship, as depicted below. 

‘. The adirlttapeworm is small !I-4 mm) and iesides in the 
intestinsltractofthedefi~~~~hgs! (wildordo$esticcar$ds). 
Eggs from the adult tapeworm are shed in th,e fedes of the 
infected canid. Rddents such as mice and vples’ietve as “,_, l-“l,m ,$.. 
the intermediate ho?X%!?. m~!f~ocu/ans. E$g+ i?@~tE~ 
by rodents develop ini& liver, itings and ower organs to . 
form multilocular cysts. The life cycle is completed after 
a canidconsumes a rodent infected with cysts. Afler inges- 
tion of an infected r$~i?i[~~%%e cont&ed within the cyst 
.develop into agulF tapeworms in the intesti(ai tract of the 
“&hid: Eggs may begin to be passed in ‘he feces of the 

-.--- 1. - _, ,--_ 
canid approxiininely 28‘ days later. 
Thi!?,$%asite poses a serious pilblic health problem because 
of the possibility for hirni$n involvement in tt~ life cycle. If 
eggs shed by an infected canid aie &identallv ingested, 
a highly pathogenic coti$tibri”(Al<e&8i~datid Disease) 
r+ults from development of the cyst stage in humans. 
The original geographicdistribution of E. mu/fi/ocu/aris was” 
primarily confined to northern areas of North ,&ikiica. Cur- 
rent evidence indicates migration ‘of the parasite tie11 Into 
the continental Uniied States.?. , 
Domestic d@ li%%jiiiE i%&oc&ris en&$c greaiihat 

,.. .: 
roam freely with the opportunity to catch wild rodents-are 
at risk for infectiori,,Pet owners should be ?jvisecl on how 
to minimize this risk. Pro@ rest&t of roaming dogs should 
be encouraged, along with regular treatment with Droncit 
tablets, following Ihe established aforemeijtioned dosing 
sche&Te and the following precautions. 
Additiorjal informatititi on the life Cycle and epidemiology 
of this parasite is available iti veterinary parasitology teXts.Qj 
DIAGNOSIS: Diagn&i$?jf E i?&@cu/aris ip canids !? dif- 
ficult. The adult tapeworm produces niidlinic@gns Of nfec- 
tion. Tapeworm segmenti (proglottids) are usually not 
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observed in the feces. E. mulfilocularis eggs, observed using 

miCfOSCOpiC fecal, examination procedures, are similar in 
aPPearante to the common taeniid species of canids such 
as fienia pisiformis. 
Assistance in the diagnosis of E. multiiocularis may be avail- 
able f!qm a state veterinary diagnostic laboratory. Ad&- 
tionai information regarding areas where f. mvlti/ocv/aris 
iS suspected or has been Confirmed may be obtained’frijm  
area veterinary schools or the Centers for Disease Control 
in Atlanta; GA. 

-- TREATMENT: Dogs infected with f. mu/tilocv/aris should 

be treated to prevent exposure of humans to infective eggs 
and to reduce perpetuation of the parasite’s life cycle. 
The dosage of Droncit’~aa6lets for removal of E. multiloc-. 

v/ark is the same as that i@cated for the removal of the 
other tapeworm species listed on the label. Laboratory effi- 
cacystudieshavedem?nstrated the recomhgtideddosage 
is 100% efficacio$ for reiywal of this tapewprm.. 
Under condition of conliiiuai expoSilretowild rodents. retreat- 
ment of the dog at 21 -zS day intervals is recommended to 
prevent the shedding of infectious eggs. 
PRECAUTibtiS: Stri~<iy~ie~d‘&&zautions should be taken 

when handling dogs or feces suspected of harboring c. 
mvltikxvlaris. Infected dogs treated for the first fiine with 
Droncit tablets and dogs treated at intervals greater Ihan 
28 days may shed eggs in the feces after treatment. The 
animal should be held in the clinic &ring thisinterval and 
all feces should be incinerated orautociaved. If these pro. 
cedures are*not possi& the eggs can be destroyed by 
soaking the feces in a sodium hypochiorite (bleach) solu. 
tion of 3.75% or greater.’ Ail areas wh$re,the animal was 
maintained or in contact with shotiiab‘e thoroughlycieancrl 
with sodium hypochlorife and’aliowed to dry compielciy 
before reuse. 
OVERDOSAGE: The safety index has been dgrived from 
controlled safety evaluations, clinical trials and prior 
approved use in foreign countries; Dosages of 5 times the 
labeled rate.? 14 day intervals to dogs as young as 4 
weeks did not produce clinical signs of toxicity. No signif- 
icant clinical chemistry, hemato!ogical, cbolinesterase, or 
histopathological changes occ‘urred. Symptoms of gross 
overdosage include vomition, sa\i;ation, diarrhea and 
depresSion. 
CONTRAINDICATIONS: There are no known contraindi- 

.-‘. cations to the use of praziquantel i? dogs. 
PREGNANCY: D&i$$~~r&i~uantel) has been tested 
in breeding and pregnant dogs. No adverse effects were 
noted. “l.,. ,. ,“r 
ADVERSEFGA~~~ON$ Se~e&%%ce~~ (3.2%)of 
either vomiting, anorexia, lethargy or diarrhea were 
reported during the field !rials in which 218 dogs we’re 
administered l&on&Q Canine Cestocide Tablets. The 
investigators rated these as non-significant. 
WARING: Keep out of the reach of children. Not for 
human use. 
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CAUTION: Federal (U.&&j law’restricts this drug to 
use by or on the order of a licensed veteiinarian. 
HOW $i$&lf$?&~~e’~~ 50, and 150 scored tablets. 
Each scored tablet contains 34 mg praziquantei. 
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Droncit is a registered T M  of the parent comparly of Bayer 
AG, Leverkusen. . 
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